
Dr. Robert Moore 
Division of Compliance and Enforcement/ONPLDS 
Center for Food and Safety and Applied Nutrition 
U.S. Food and Drug Administration 
HFS - 810 
5100 Paint Branch Parkway 
College Park, MD 20740 

Dear Dr. Moore: 

Inverness Medical Nutritionals Group has launched a new dietary supplement and 
wishes to notify the Food and Drug Administration. The supplement, SAM-e, 
(S-adenosylmethionine Tosylate Disulfate) 200 mg (also in 400 mg), will bear the 

following structure/function statements on the label(s). 

Displav Panel (Box) 

Mood SUPPORT * 
Joint COMFORT* 
Liver HEALTH* 

Side Panel (Bd 

SAM-e (S-adenosylmethionine) is natural compound found in all living 
organisms SAM-e is distributed throughout the human body and plays 
significant roles in many biochemical processes including mood and 
emotional support, joint comfort, and liver health. SAM-e is not easily 
available from typical dietary sources; the body must produce its own. As 
the body ages the amount of SAM-e produced declines so supplementation 
is important. 

97s 0162 LET /qk= 
Page 1 of 2 

500 Hails Mill Road l Freehold, NJ 07728 Telephone 732-308-3000 * Facslmtle 732-761-2878 



. . 

“., 

Also, certain groups of people tend to have lower amounts of this important 
ingredient in their systems. It is important to sustain proper levels of SAM-e 
in the body. SAM-e supplements have been demonstrated to benefit many 
including those in need of: 

Mood and Emotional Support by its effect on ma intaining a balance of 
neurotransmitters necessary for healthy brain function. 

Joint Comfort by ma intaining joint cartilage health, which naturally 
deteriorates with physical activity and age. 

Liver Health by helping ma intain healthy liver activity. 

SAM-e has been proven safe and non-toxic for short and long-term use. Its 
effectiveness after decades of research has been well-documented in 
respected medical journals. 

SAM-e is a  safe and effecfive producf fbaf can benefit you! 

r- * These statements have not been evaluated by the Food and Drug 
Administration. This product is not intended to diagnose, treat, cur 
or prevent any disease. 

Insert [See attached for product insert text] 

W e  certify that the information contained in this notice is complete and accurate, 
and we have substantiation that the above structure/function statements are 
truthful and not m isleading. 

Sincerely, 

W illiam  J. Neumann 
Vice President 
Quality and Regulatory Affairs 
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